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Introduction

The purpose of this guide is to provide the users of the Clinical Trial
Update System (CDUS) Web application with concise instructions for
accessing and manipulating the version 3.0 (v3.0) enhancements to the
CDUS.

The guide walks the user through the process of accessing a data
record and adding new or updating existing data to include with the
Quarterly Clinical Data Update.

The Quarterly Clinical Data Update is a record that includes all the
data collected from each screen in the CDUS Web application. Once
complete, the record is sent to CTEP through the CDUS Web
application and loaded into the CTEP database (for more information,
see the CDUS Instructions and Guidelines v3.0 available from the
CTEP Web site).

Additional Information

The following resources are available to you at the CDUS page of the
CTEP Web site:

CDUS Instructions and Guidelines v3.0

Provides details regarding CDUS reporting requirements and detailed
descriptions of data elements. This document includes information
about the following:

« CTEP Smart Loader Approval, Disapproval and
Correction Process (pages 52 — 57).

+ Business Rules (pages 65 — 69). Business rules are used
to validate the entry of appropriate or accurate data prior
to being saved in the application.

CDUS v3.0 Web Application « 7/1/2002 Introduction « 1
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Clinical Data Update System (CDUS) v3.0, Notice of Modifications,
May 3, 2002

Provides a comprehensive description of all enhancements included in
the CDUS v3.0. The information contained in this document is
particularly valuable to those users who have previous experience
working with the CDUS Web application.

CTEP Web Site

The CTEP Web site is found at http://ctep.cancer.gov/ and is accessed
to obtain a wide variety of information.

+ The CDUS page of the CTEP Web site is located at
http://ctep.cancer.gov/reporting/cdus.html and provides
a link to the CDUS application, to the documents listed
above, and to other documents regarding earlier versions
of the CDUS.

NCI CTEP Help Desk

Contact the NCI CTEP Help Desk at ncictephelp@ctep.nci.nih.gov for
questions regarding the technical use of the CDUS v3.0 Web
application or for training information.

Note: The CDUS Web application is accessed via the Internet using
Microsoft Internet Explorer version 5.0 or higher. Use of other
browsers or older versions of Microsoft Internet Explorer may cause
errors within the application and/or difficulty in its use.

This quick reference guide assumes that you have a working
knowledge of Microsoft Windows and Microsoft Internet Explorer
browser.

CDUS v3.0 Web Application « 7/1/2002 Introduction « 2
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Getting Started

This section of the guide provides instruction and information about
the general use of the system and its common elements.

Logging On
Follow the instructions below to log on to the CDUS application.
1. Double-click the Internet Explorer (IE) icon on your desktop.
2. Click Favorites or select the Favorites menu.
3. Select CDUS Web v3.0 from your Favorites list.

Note: If the CDUS is not available from Favorites, access the
CDUS CTEP page and double click on the application link. Once
the CDUS main screen displays, add the application to your
Favorites list (see your IE manual or IE Help if you are unfamiliar
with the Favorites option in IE).

4. Enter your User Name and Password.
Click OK.

The Protocol Selection screen is displayed (see Figure 1). The
Protocol Number, Title, Current Trial Status, and Current
Trial Status Date are displayed for each protocol listed.

The Protocol Number is displayed as a link (see the Navigation
section on page 5 more information on links).

6. Click on the Protocol Number link for the protocol you wish to
access and continue the data entry process.

Note: Only the protocols of the organization for which you have
permission will be displayed. This is determined by your User
Name and Password. Contact the NCI CTEP Help Desk if there is
a discrepancy with the protocols listed from the Protocol Selection
screen.

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 3
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Clinical Data Update System

Please select the organization Organization: CDUS Training University
youwish o enter data for.
Protocols
Organization(s) [@]
Please select the protocol you wish to emter data for.
CDUS Traising University
Protocol  Title Current  Current Trial
Number Trial Status Date
Status

TRG-0001 A Phase I Study of Ossaliplatin in Clorabination with Pachitazel Acive 10/01/209%
TRG-0002 4 PHASE I study of G3139 (SC 683428) in combination with salvaze Actve 12/31/2001

chemotherapy for treatment of REFRACTORY and RELAPSED ACUTE

MYELOID LEVEEMIA (AML) and ACUTE LYMPHOBLASTIC

LEUKEMIA (ALL)

Records 110 2 of 2

Clitival Data Update System (CDUS) Version 3.0
For Questions/Help, Please =-mail grictephelpf@ictep.ncinh gov
of:

Webmaster: Capital Technol Services, Inc

i ——
Figure 1: Protocol Selection Screen

Lel

Common CDUS Features

Once you have selected a protocol from the Protocol Selections screen,
you will find a variety of features that appear throughout the
application to assist you in accurately completing the Quarterly
Clinical Data Update. The following provides a description of each.

Formatting

Bold Data Elements: Data elements that appear in bold text are
mandatory and must be entered prior to clicking the Save button. An
error message will display when a mandatory data field is left blank.

Ilcons

[+] Protocol Number: The Protocol Number icon is located at the top of
each screen and provides access to view a protocol’s Organization,
Title, Status, and Status Date information. Click on the [# to view this
information.

[@] The Help icon provides access to view additional instruction and
step-by-step processes to assist you while you work with the CDUS.
Click the icon to open the Help window.

2| The Calendar icon is provided as an option for every data
element that requires a date and ensures that the date entered is in the
correct format. Click the Calendar icon and double click on the day or
choose to type the date manually.

| click the Up Arrow icon to the right of a data field to a select a
value from a List of Values (LOV). Values from the LOV should
always be selected, when available, to populate the field.

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 4
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~| Click the Down Arrow icon to the right of a data field to select
values from a drop-down list.

Buttons

_Gear| The Clear button is available to clear the data from one or all
data fields prior to saving.

[Delet= | The Delete button is used to delete a previously saved data
record. A message will display prompting you to confirm the delete
before the data is removed.

New| The New button is used to create a new data record. Click the
button and a new screen is displayed, from which you will begin data
entry.

[owey | The Query button is used to search the application for data
that matches specified query criteria.

_Rediey | The ReQuery button provides a way to refresh the screen
and view a list of data records that were successfully saved.

52|  The Save button is used to commit data to the application.
When the data fields are entered correctly and the button is clicked, the
message Success! is displayed. An error or warning message will
display when mandatory data is missing or when an invalid value is
entered (see Error or Warning Messages on page 5, for additional
information).

Navigation

The CDUS Web application uses links to assist you when navigating
from one screen to another. Links are presented in blue, underlined
text. The links listed on the CDUS menu (see The CDUS Menu
section on page 9 for more information) become activated and display
the underlined text when the cursor is placed over the screen name.

Error or Warning Messages

The CDUS application uses business rules to validate the entry of
appropriate or accurate data. Validations occur each time the Save
button is clicked, when the Submit Collections button is clicked, and
again, when the data is loaded to the database at CTEP. Data
validations at the screen and submission level may result in an Error
and/or Warning message. Data validations that occur during the data
load at CTEP may result in an Error Log Report.

The following describes the differences between an Error and Warning
message. Again, these messages appear at the time the data is being

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 5
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saved in any of the CDUS screens or when the Quarterly Clinical Data
Update is submitted.

« An Error message is displayed when incomplete or inaccurate
data is entered in a mandatory data field (see Figure 2). This
data must be corrected to commit the data to the application.

Microsoft Internet E:-l:plu x|

& Entry Date: & walue must be entered

Figure 2: CDUS Error Message

« A Warning message is displayed when incomplete or
inaccurate data is entered in a requested data field (see Figure
3). Although correction of the data is preferred, it is not
mandatory to complete the submission process.

Success!
Row updated

Weight(lkg): value not i recommended range of 2kg and 120kg
Figure 3: CDUS Warning Message

Follow the instructions below to correct the erroneous data:

1. Click the OK button on the CDUS Error Message box or return to
the field specified in the Warning Message.

2. Complete, update, or modify the specified data element to correct
the error.

3. Click Save.

Note: Additional Error or Warning messages may appear if
multiple data elements are incomplete or inaccurate. Repeat steps 1
through 3 until all the erroneous data are corrected and no further
messages are displayed.

The Collections Screen

To access the Collections screen from the Protocol Selection screen,
click on the Protocol Number link for the protocol you wish to view.

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 6
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The Collections screen is displayed (see Figure 4) and provides a
summary of the Quarterly Clinical Data Updates created for present
and previous quarters.

- |

Collections

To enter data for a particular collection, please select the collection from the list below. To create a new collection or update an existing collection , select the

Add Collections button.
Collection Submission Date Cutoff Date Last Submission Date Cwrrent Trial i itter Phone
Status (MM/DD/YYYY) (MMDD/YYYY) (MMDD/YYYY) Status Name E-mail

™ Submit? Active 07/31/2002(Q2)  06/15/2002 Active Tamara Whatley 301-402-3924  whatleyt@ma

Submitted  04/30/2002 (Q1)  03/31/2002 05/22/2002 Active Betty Boo 3015551555
Submitted  01/31/2002 (Q4)  12/31/2001 04/12/2002 Active Roshind Shank  614-293-4562 shank-2@me:
Accepted  10/31/2001(Q3)  09/30/2001 12/27/2001 Active Roshini Shank 6142034562 shank-2@me:
Accepted  0F31/2001 (Q2)  06/30/2001 0711112001 Active Lisa Didier 614.293.8656 didier-1@me«
Accepted  04/730/2001 (Q1)  03/31/2001 04/16/2001 Active lisa didier 614.293.8656 didier-1@me:
Accepted  01/21/2001 (Q4)  12/31/2000 01/04/2001 Active lisa didier 614.293.8656 didier-1@me¢
Accepted  10/31/2000(Q3)  09/30/2000 1071072000 Active Lisa Didier 614.293 8656 didier-1({@me:
Accepted  07/31/2000(Q2)  06/30/2000 07/03/2000 Active Lisa Didier 614,293 8656 didier-1@me«
Accepted  04/30/2000(Q1)  03/31/2000 04/05/2000 Active liza dictier 614-293-8656  didier-1@me
Accepted  01/31/2000 (Q4)  12/31/1999 04/05/2000 Active Lisa Didier 614-293-8656  didier-1i@me:

Records 110 110f 11

Note: Active i open for insert andfor update; Submitted and Approved are closed for insert but open for update through the Active collection. i}

Submit Callections ] Add Collections I
Kl| | _>l“!

Figure 4: The Collections Screen

The following functions can be performed on the Collections screen:

« To enter or update data for an existing Quarterly Clinical Data
Update, click on the Active link from the Collection Status
column.

Note: Only those Quarterly Clinical Data Update records that
appear with an Active or Rejected Collection Status may be
accessed for new data entry or data update. Records with a
status of Submitted, Processing, or Accepted are not available
for data entry or update.

« To create a new Quarterly Clinical Data Update or view
previously submitted Quarterly Clinical Data Updates, click the
Add Collections button.

« To submit a completed Quarterly Clinical Data Update, refer to
the Submitting the Quarterly Clinical Data Update section
on page 35.

« Toreturn to the Protocol Selection screen, click the
Organization(s) name listed in the left frame.

Adding a New Collection Record

A new Quarterly Clinical Data Update record must be created for each
quarterly data submission. Follow the instructions below to create a
new record.

1. Click the Add Collections button on the Collections screen.
The Collection data entry screen is displayed (see Figure 5).

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 7
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Please select the organization Collections [# Protocol Number: TRG-0001
youwish to enter data for.

issi Collection Collection
Date Status

Organization(s) [@]

. Subi Dats
CDUS Training University 07/31/2002  |Active (JMTD‘E\?Q’V\?)E 07/31/2002
04/30/2002 ' |

e I Cutoff Date MIDDYYYY): [Paszon: | B
01/31/2002 britte d | [ YY) D65y &l

ool | oy Current Trial Status: Adlive =l
L .
07312001 [Accepted ﬁ;‘ﬂfn"l;%f‘a‘“s Date ooz |
041302001 [Accepted tor Last Name: e
01/31/2001 ted ; I
itter First Name: [Tamara.
10/31/2000  [Accepted |
07302000 hccepted Subrmitter Middle Narne: Jm
04/30/2000  [Accepted [Submitter Phone: [3o1-4n2 6324

Subrmitter Fax [po1-4356105
Records 110 10 of 11

‘Suhmmer E-mail [hatieyt@maitni.gov

NextSet || Lastset Any additions or changes | & Teg
ey

o since last report: & No

New Save | | Delete | Glear | Hew|

Return to Collection Page Alf data efements in bold are mandatory

i
Figure 5: The Collection Data Entry Screen

2. Click the New button to create a new Quarterly Clinical Data
Update record.

Note: The Submission Date field is automatically populated with
the submission date of the current or subsequent quarter; no data
entry is required.

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

L TIP

The CutOff Date field is entered with the latest date for which
information is known for this record. The application will validate
that all date values entered throughout the remainder of the record
will be less than or equal to the Submission Date and less than or
equal to the CutOff Date identified in this present quarter’s
record. The present quarter’s CutOff Date must be greater than or
equal to the CutOff Date in the previous quarter’s record.

4. Click the Save bhutton.

Click Return to Collection Page link located in the center frame to
return to the Collections screen.

The new record will display an Active link under the Collection
Status column. You must click on the Active link to access the CDUS
menu where other screens are available to enter and/or update data.

For detailed information regarding the data elements on the Collection
screen, refer to pages 10 — 12 in the CDUS Instructions and Guidelines
v3.0.

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 8
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The CDUS Menu

The CDUS navigation menu resembles a folder directory and lists all
of the patient and protocol-specific data entry screens, reports, and
navigational links available within the application (see Figure 6).

TRG-0001 {07/31/2002)

-] Patient

-1 Publications

----- B correlative Studies

----- 5] Phase | End Points MTD
----- & Phase | End Points DLT
----- B Trial cormments

& Reports

----- [ cTc Application

----- 3 view Collection

----- D Wiew Protocol Selection

N

Figure 6: The CDUS Menu

Follow the instructions below to access the CDUS menu.

1. From the Collections screen, select a Quarterly Clinical Data
Update record by clicking on the Collection Status Active link.

The CDUS menu is displayed in the left frame (see Figure 7).

Note: When the Collection Status Active link is selected and a
patient record exists in the CDUS, the Patient Demographic Data
screen is displayed by default (as shown in Figure 7).

TRG.0001 (07/31/2002) Patients i’ [#] Protecel Nunier: TRG-0001 =
21 patent et b et Patient Demographic Data
EI : ase select a patient lo procees Pationt ID: 1
Correlative Stugiss Pati Birth Date -
[ Phase 1End Points 7D | [ abentID ‘B'"" Date {MMYY): 0171358 =
[ Phase1End Points DLT L Jousss Gender: [Female =]
[ Trial comments =
1 Reports 2 1171945 [Ethnicity: [Not Fispanic or Latino =]
E im fém‘r‘lica(tmn [00303191  [09r1943 Races: ¥ American Indian or Alaska Native
18w Collection e
| [
[ view Protocol Selection 200508367 n6/152% I Asian
3 Help 900521553 (0111937 [ Black or Africen American
$00538668  |03/1965 T Mative Hawaian or Other PacificTslander
90232 05/1969 I Unknown
[o0s065954 [nor14s T Wite
06114855 1071538 Courtry Nams [UsA A
[s06148114  [05/1935
_— ‘Z\p Code [14s52
Records 110 10 of 22 Payment Method I =l
| &
R 5 e I ‘Enlry Date (MM/DDAYYY): [01/01/1889 B2
ReCueny Registering Group: u =
‘Regismring Institution: [ Mesowell Evans Clinic B =
Query
Save | Delete | Clear | New
lal | Mew 3 AH data elements in bold are mandatory |

Figure 7: The CDUS Menu Frame

a submenu of screens.

Click on the folder name to view the screen you wish to access.
Click on the ® or = sign preceding the folder to expand or collapse

CDUS v3.0 Web Application « 7/1/2002
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If no record exists in the selected screen, only the CDUS menu is
displayed in the left frame. The ReQuery and New buttons are
displayed in the center frame. You may click the New button to view
the data fields available on the selected screen.

If a record was previously entered in the selected screen, the record(s)
is listed in the center frame and the first record is displayed in the data
entry screen (the right frame) by default.

To return to the Collections or the Protocol Selection screens, click
the View Collection or the View Protocol Selection link from the
CDUS menu.

CDUS v3.0 Web Application « 7/1/2002 Getting Started « 10
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Patient Data

Patient Data Entry Screens

The CDUS Web application provides seven screens to enter patient-
specific data and organizes them as follows:

« Demographic Data

« Administrative Data

« Baseline Abnormalities
« Prior Therapies

« Treatment Courses

« Responses

« Late Adverse Events

Note: A new patient demographic record must be created or an
existing patient record must be selected from the center frame to
access any of the Patient data entry screens. Once a patient is selected,
all patient data screens will be specific to the selected patient.

Patient Demographics

The CDUS will provide access to the other patient data entry screens
only after the patient demographic record is created. Follow the
instructions below to create a new patient demographic record.

Note: Only one Patient Demographic record may be entered per
patient.

1. Click on the Patient folder from the CDUS menu.

Click the New button located in the center frame. A blank
demographic data record is displayed in the right frame (see Figure
8).

CDUS v3.0 Web Application « 7/1/2002 Patient Data « 11
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O Patients =] @ Protocel Mumber: TRG 01 =
e ) Patient Demographic Data
Patient
{1 Publications Mo Records retumed Patient ID:
[0 correlative Studies - =
[0 Phase 1 End Paints MTD Reluery ‘B'““ Date (MM/YYYY): H i
[ Phase I End Points DLT Gender: I |
[ Trial Comment s New -
1 Reports ‘Ethmtlly: | |
£ orc Application Races: T American Indian o Alaska Native
[ view Collection i
O view Protocal Selection I Asian
3 Hei | Black or Afvican American
[ I Mative Hawaiian or Other Pacificslander
™ Unknown
I White
Country Name: [ =
[7ip Code |
Payment Method I |
‘Enlry Date (MM/DDAYYY: | ]
Registering Group: H =]
‘Regis{ering Institution: | = -
Save | Delete | Clear | Mew
lal i 3 AH data elements in hold are mandatory 5

Figure 8: The Patient Demographic Data Screen

2. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

= TIPS

The patient’s ethnicity (whether the patient is or is not Hispanic or
Latino, or if the patient’s ethnicity is unknown) must be indicated
within the Ethnicity field.

More than one race may be selected from the patient Races field.

The Registering Institution LOV displays institutions
alphabetically by name and includes the CTEP ID, City, State, and
Zip code of each. Only the institution name can be used to conduct
a search.

Enter the value '00000' if the patient’s U.S. Zip code is unknown.
3. Click the Save button.

If all data elements are entered correctly, the message Success! Row
inserted will display in the top left of the screen. If a mandatory data
field was missed or data were inaccurately entered, an error or warning
message will display (see Error or Warning Messages on page 5, for
additional information).

For detailed information regarding the Patient Demographic data
elements, refer to pages 19 — 23 in the CDUS Instructions and
Guidelines v3.0.

Accessing the Patient Data Entry Screens

Once the patient demographic record is saved, the Patient ID and
Birth Date are displayed in the center frame (see Figure 9). The

CDUS v3.0 Web Application « 7/1/2002 Patient Data « 12
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Patient ID entered in the Patient Demographic Data screen is
displayed as a link under the Patient ID column. You must click on
the Patient ID link to make modifications in Patient Demographic
Data screen or to access other patient data entry screens.

Patients

Please select a patient to proceed

RBirth Date
(MM/YYYY)

éPatient ID

90232 0511969

Records 1 of 1

Mext Set i LastSetJ

ReCuery !
Queny I

[N

Figure 9: The Patients Record (center frame)

[~

H

When the Patient ID link is selected for a patient, the Patient folder

under the CDUS menu expands to display the screens available for

patient data entry (see Figure 10). The Patient ID and Birth Date are
also displayed within parentheses following the Patient folder.

TRG0001 (07/31:2002)

L—‘_Ia Patient (30232, 0571 969)
D Administrative Data

D Baseline Abnormalities
[ Prior Therapies

{11 Treatment Courses

------ D Responses

------ D Late Adverse Events
-0 Publications

----- B correlative studies

----- [Z] Phase | End Paints MTD
----- 3] Phase | End Points DLT
----- B3 Trial comments

=23 Reports

[ Patient Details
..... @ cTC Application

-

Figure 10: The Patient Folder — Expanded

The center frame is not capable of displaying all the Patient ID links
associated with a protocol where a large number of patients are
enrolled. In this case, a search must be conducted to access the record

CDUS v3.0 Web Application « 7/1/2002
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of a specific patient. A search can be performed by clicking the Next
Set and Last Set buttons from the center frame or by using the Patient
Demographic Data Query screen (see Figure 11).

Patient Demographic Data

Enter query criteria for Patient Demographic Data

EF'atient D !l
Birth Date (MM/YY YY) " o] 1
Entry Date (MM/DDAYYYY) I Blto] =

mj Clear !_Ne_w]

All data elements in bold are mandatory

Figure 11: Patient Demographic Data Query Screen

To use the Patient Demographic Data Query screen, click the Query
button from the center frame, enter criteria specific to the patient in
any of the available fields, and click the Find button.

Note: The percentage symbol (%) can be used as a wildcard within the
Patient ID field only.

Patient Administrative Data

Patient administrative data is mandatory for trials assigned to complete
CDUS reporting. Follow the instructions below to enter patient-
specific administrative data.

Note: Only one Patient Administrative record may be entered per
patient.

1. Click on the Patient ID link located in the center frame under the
Patient ID column for the patient record you wish to access.

2. Select the Administrative Data link from the CDUS menu. The
Patient Administrative Data screen is displayed for the selected
Patient ID in the left frame (see Figure 12).

CDUS v3.0 Web Application « 7/1/2002 Patient Data « 14
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TR s . - =
TRG-0001 (91731/2002) (¥l Protecol Number: TRE-0001 Patient Administrative Data
13 Patient (90232, D571 959) Patient ID: 90232
D Administiptive Data Birth Date: 05/1969
B Easennemnmmalmes Subgroup Code: [ect Al
[3 Prior Therapies r
] Treatment Courses [Subgroup Description [Patients with refractory solid mmors
[ Responses Disease Category: [Sestointestinal necplasms benign B
[ Late Adverse Events - i
(1 Fublications ‘ Disease Sub Category: [Upper gestointestinal neoplasms benign | 2]
[ conelative Studies Disease Name: =
-] Phase | End Paints MTD [Fevkoplakia esaphagesl L]
[3) Phase | End Points DLT Has the Patient had any I =
~[3 Trial camments Baseline Abnormalities?: |
(] Reports Number of Prior Cherno Regimens : 2
[3] GTC Application
[ view Collection Has the Patient been & Ho
[ view Protocol Sslection declared ineligible?: © Yes
<[] Hetn 7 Unlnowm
Is the Patient Evaluable for Response?: [~igs |
Baseline Performance Status. Normal Activity, ssymptomatic ]
Is the Patient currently £ o
receiving treatment on study?: & e
© Unknowm
Off Treatrent Reason: I =l
‘Las:t Treatment Date (MM/DD/YY YY) I ]
Off Study Reason I |
‘Oﬁ Study Date (MMDD/YV YY) I |
Save | Clear
4 ...L' All data efements in boid are mandatory =l

Figure 12: The Patient Administrative Data Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

A7 TIPS

The Baseline Abnormalities screen must be completed if "Yes' is

entered in the Has the Patient had any Baseline Abnormalities?
field (see the Baseline Abnormalities section on page 16 for more

information).

The Off Treatment Reason field becomes mandatory if 'No' is
entered in the Is the Patient currently receiving treatment on
study? field.

The Last Treatment Date field becomes mandatory when the Off
Treatment Reason field is entered. This rule does not apply when
an Off Treatment Reason value of 'Patient withdrawal before
beginning Active Treatment' or 'Disease Progression before Active
Treatment' is entered.

Note: The term Active Treatment is considered any form of therapy
(including surgery, radiation, commercial chemotherapy agents or
investigational agents).

The Off Study Reason field becomes mandatory when the Off
Study Date field is entered.

4. Click the Save bhutton.

For detailed information regarding the Patient Administrative data
elements, refer to pages 23 - 28 in the CDUS Instructions and
Guidelines v3.0.
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Baseline Abnormalities

The Baseline Abnormalities screen is mandatory if you indicated that
the patient had baseline abnormalities in the Patient Administrative
Data screen. Follow the instructions below to enter baseline
abnormalities for a selected patient.

Note: Multiple Baseline Abnormality records may be entered per

patient.

1. Select Baseline Abnormalities from the CDUS menu.

2. Click the New button. The Baseline Abnormalities screen is
displayed in the right frame (see Figure 13).

TRG-0001 (07/31/2002)
‘23 Patient (90232, 05/1969)
[0 Administrative Data
[ Baseline Abnormalities
[ Prior Therapies
(1 Treatment Courses
[ Responses
[ Late Adverse Events
23 Publications
[ correlstive Studies
[ Fhase | End Foints MTD
[ Phase I End Points DLT
[ Trial comments
1 Reports
[ cTc Application
[ wview Collection
[ wiew Frotocol Selection

[0 Help

Baseline Abnormalities

Neo Records retumed

FeCuery

MNew

i ) |

[#] Protocol Number: TRG-0001

Enter values for new Baseline Abnermalities record

Baseline Abnormalities

Patient ID: 90232
Birth Date: 05/1369

Category:

[
=

Adverse Event:

[
A

Other Adverse Event
(Specify)

Grade:

=

Save | Clear

All data efements in bold are mandatory

Figure 13: The Baseline Abnormalities Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV by clicking the Up Arrow button.

TIP

If you select 'Other Specify' for the Adverse Event field, you must
provide the specific Adverse Event in the Other Adverse Event

field.
4. Click the Save button.

The Category, Adverse Event, and Grade of the Baseline
Abnormalities record are displayed in the center frame (see Figure
14). If needed, you may click the Category link to access and

update the record.
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Baseline Abnormalities

EAdverse
|Event
CARDIOVASCULAR |Hyp ertension 1
(GEMNERAL)

Category Grade

Record 1 of 1

FeQuery !

I e

L | &

Figure 14: The Baseline Abnormalities Record (center frame)

5. To enter multiple baseline abnormality records, Click the New
button and repeat steps 2 through 4 for each record.

For detailed information regarding the Baseline Abnormalities data
elements, refer to page 28 in the CDUS Instructions and Guidelines
v3.0.

Prior Therapies

Prior therapies are mandatory for trials assigned to complete CDUS
reporting. Follow the instructions below to enter all prior cancer
therapies the patient has received.

Note: Multiple Prior Therapies records may be entered per patient. Up
to five therapies can be entered at one time.

1. Select the Prior Therapies link from the CDUS menu.
2. Click the New button. The Prior Therapies screen is displayed

TRG001 (07/31/2002) [#] Protocol Muniber: TRG-0001

23 Patient 90232, 05/1969)

[ Administrative Data Prior Therapies

] Baseline Anomalties

[ Prior Therapies .

-] Treatment Courses Patient ID: 30232

[ Responses Birth Date: 05/1969

“[ Late Adverse Events

1 Publications

)
- conrelative Studies I Insert?
[3 Phase |End Paints MTD [ =l Clear
[ PhaseEnd Points DLT
- Trial Comments [ E Clear
21 Reports
- Clear
3 cTc Application 1 H ——-—J
[ view Collection [ =l Clear
[ view Protocol Selection
3 Help [ =l Clear
Save
All data efements in bold are mandatory
| | |

Figure 15: The Prior Therapies Screen

3. Click the Down Arrow button and select a Prior Therapy value
from the drop down list.
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4. Click the Clear button if you wish to remove a Prior Therapy
value from the list.

5. Click the Save button. The entered therapies are displayed.

6. To remove any Prior Therapy value from the saved list, click the
Delete checkbox and click the Save button.

7. To enter additional prior therapies, click the New button and repeat
steps 2 through 5 above.

For detailed information regarding Prior Therapies data elements, refer
to pages 26 - 28 in the CDUS Instructions and Guidelines v3.0.

Treatment Courses

Treatment course data is mandatory for trials assigned to complete
CDUS reporting. Follow the instructions below to enter treatment
course data.

Note: Multiple Treatment Course records may be entered per patient.
1. Select the Treatment Courses link from the CDUS menu.

2. Click the New button. The Treatment Courses screen is displayed
(see Figure 16).

[#] Protocol Number: TRG-0001 ij
TRG.0001 (07/31/2002) Treatment Courses
43 Patient (90232, 05/1968)

1) Administrative Data Treatment Courses

3 Please select a Treatment Course io proceed
Baseling
-0 prior Therapies G Conesl s e Patient ID: 90232

] Treatment Courses ™ ate o 4 * '
[ Responses (MMU/DD/YYYY) ~ S Emer Birth Date: 05/1962

dD Late Adverse Events 1 06/0%2002 TAB

Enter values for new Treatment Courses record

[ correrstive Studies
-] Fhase | End Foirts MTD
[ Phase I End Points DLT

[ Trial Comments ReQuery Course Start Date T B

1 Reports (MM/DDAYY):

[ cTc Application e |Treatment Assignment u 1l
[ wiew collection
[ wiew Protocol Selection

[0 Hew

Record 1 of 1 [Course ID: [

[Treating Institution I

[Wweight (kg) [

|He\ght (cm) I

;Aduerse Event Experienced?: ‘I l;

Save | Clear

All data elements in bold are mandatory

« ol jiE
Figure 16: The Treatment Courses Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

B TP
If you enter "Yes' in the Adverse Event Experienced field, you

must provide specific Adverse Event data in the Adverse Event
screen (see Adverse Events on page 21).
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4. Click the Save bhutton.

The Course ID, Course Start Date, and Treatment Assignment
of the Treatment Course record are displayed in the center frame
(see Figure 17). If needed, you may click the Course ID link to
access and update the record.

Treatment Courses
Please select a Treatment Course io proceed
éCourse éCourse gk éTreatment
D gDate EAssignment
2 06/23/2002 Tas
1 050912002 T4B
Records 1to 2 of 2
Feluery i
=
1 I H

Figure 17: The Treatment Courses Record (center frame)

To complete the Treatment Courses process, you must enter
information in the Course Agents screen and in the Adverse
Events screen if "Yes' was entered in the Adverse Event
Experienced? field of the Treatment Courses screen. Follow the
instructions below to complete the data entry process for these
screens.

Course Agents
Note: Multiple Course Agent records may be entered per patient.

1. Click the Course ID link in the center frame. The Course Agents
and Adverse Events links are displayed on the CDUS menu (see
Figure 18).
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TRG0001 {07/31/2002)
EMCH Patient (90232, 05/1069)

[0 mdministrative Data

[ aseline Abnormalities
[ Prior Therapies

Course Agents
D Adverse Events
D Responses

B Publications

-0 correlative Studies
~[X Phase | End Points MTD
~[J] Phase | End Pairts DLT
~[3] Tral comments

-1 Reparts

-0 ©TC Application

D Wiew Callection

D Wiew Protocal Selection

3 Help
|

Treatrment Courses (2, 0B/2352002)

i

Figure 18: The Course Agents and Adverse Events Links

Click the Course Agents link from the CDUS menu.

Click the New button located in the center frame. The Course
Agents screen is displayed (see Figure 19). The Course ID and

Treatment Assignment fields in the right frame are automatically

populated.

TRG-0001 (07/31/2002)

‘23 Patient (90232, 05/1969)
[ Administrative Data
[ Baseline Abnormalities

- adverse Events
[ Responses
[ Late Adverse Events
{1 Publications
[ comestive Studies
[ Phase | End Paints MTD
-] Fhase | End Foints DLT
[ Trial camments
{1 Reports
[ cT¢ Application
[ view collection
[ wiew Protacal Selection

[ Help

o | |

Course Agents

Mo Records retumed

[ Prior Theranies Retuery
B4 Treatment Courses (2, 0B/23/2002)
[ course Agents
New

[#] Protocol Number: TRG-0001
Course Agents

Patient ID: 90232
Birth Date: 051969

Enter values for new Course Agents record

[Course ID: |2

Treatment  [TAA-OXALIPLATIN 35 mg/m2 IV over 2 hours qw on day

Assignment: |1 for 4 weeks, every 6 weeks. TAXOL (OLD NSC) 45
imgftn2 TV over 1 hour STAT after the oxaliplatin infusion qw
on day 1 for 4 weeks, every 6 weeks

Agent Name: | El

Dose -

Changed?. ‘I n

Total Dose: | Unit Code: | B
Seve | Clear

Al data elements in bold are mandatory

Figure 19: The Course Agents Screen

Enter the Agent Name field and enter the dose information for the

agent the patient received on the selected Treatment Course.

Click the Save button.

The Course Agent is displayed as a link in the center frame (see
Figure 20). If needed, you may click the Course Agent link to

access and update the record.
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Course Agents

éCuurse Agent
(OATIPTATIY
TAXOL

Records 1to 2 of 2

Reluery I

[ e

Figure 20: The Course Agents Record (center frame)

6. To enter additional agent records, click the New button and follow
steps 3 through 5 above.

7. Click the Treatment Courses link on the CDUS menu to return to
the Treatment Courses screen or click on the Adverse Events link
on the CDUS menu to complete the Treatment Courses data entry.

Adverse Events

The Adverse Event screen is displayed only when "Yes' is entered in
the Adverse Event Experienced? field of the Treatment Courses
screen.

Note: Multiple Adverse Event records may be entered per patient.

1. Click the Course ID link from the center frame. The Course Agents
and Adverse Events links are displayed on the CDUS menu as (see
Figure 18).

2. Click the Adverse Events link from the CDUS menu. The Adverse
Event screen is displayed

3. Click the New button located in the center frame. The Adverse
Events screen is displayed (see Figure 21). The Course ID and
Treatment Assignment fields are automatically populated.
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e — Ad Fvont: ] Protocol Numbex: TR3-0001 =
verse Events
23 Patient (90232, 05/1959) Adverse Events
[ administrative Data Mo Records
[0 Baseline Abnormalties returned PatientID: 90232
[ Prior Therapies Birth Date:  05/1969
53 Treatment Courses (2, DBIZ3/2002) T
B soures daens Enter values for new Adverse Events record
[ Responses ey Course ID: |3
é’gﬂ;i‘:@"ﬂf’” Events Trcatment T4 4-ONALIPLATIN 35 mg/m2 IV over 2 hours aw on day 1 for 4
B comelatie Stuties Assignment: ecles every 6 weeks. TAXOL (OLD NSC) 45 mgfm2 IV over 1 hour
-7 Fhase | End Foints WTD STAT after the oxaliplatin infision qw on day 1 for 4 weeks, every &
[ Phase 1End Paints DLT weeks
[ Trial Comments Catagory: |’ =
{1 Reports a
[ ot application Eu::"_“ =l
[ view Callection =
[3 view Protacol selection g‘hﬂ: Advarse
.. ven
2 Hete (Specify)
‘Grade: |"‘“‘“ B
Atibution: [ =]
‘AER Filed: [ =
Save | Clear b
7 _’J Alf data elements in boki are mandatory _:J

Figure 21: The Adverse Event Screen

4. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

B TIp
If you enter 'Other Specify' in the Adverse Event field, you must

provide the specific Adverse Event in the Other Adverse Event
field.

5. Click the Save button.

6. The Category, Adverse Event, and Grade of the Adverse Event
record are displayed as a link in the center frame (see Figure 22). If
needed, you may click the Category link to access and update the
record.

Adverse Events

éAdverse
Event

Category ade '

CARDIOWVASCULAF. Hypertensi
(GENEEAL)

Record 1 of 1

FeCuery I

e

Kl | o
Figure 22: The Adverse Event Record (center frame)

7. To enter additional Adverse Event records, click the New button
and follow steps 3 through 5 above, and enter data for each event.
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8. Click the Treatment Courses link on the CDUS menu to return to
the Treatment Courses screen.

For detailed information regarding the Treatment Courses, Course
Agents, and Adverse Events data elements, refer to pages 28 - 34 in
the CDUS Instructions and Guidelines v3.0.

Responses

Response data is mandatory when 'Yes' is entered in the Is the Patient
Evaluable for Response? field from the Administrative Data screen.
Follow the instructions below to enter response data for the selected
patient.

Notes: A Treatment Course record must be created prior to entering
response information.

Multiple Response records may be entered per patient. Up to five
responses can be entered at one time.

1. Select the Responses link from the CDUS menu.

2. Click the New button. The Responses screen is displayed (see
Figure 23).

TRG.0001 (07:31/2002) [ Protocol Numher: TRG-000L
‘23 Patient (80232, 0511969)
[ Administrative Data Responses
[ maseline sbnomalities Patient ID: 90232
[ Prior Therapies ) )
-] Treatment Courses (2, 06/23/2002) Birth Date: 05/1362
[ Responses B B
| 7
B Lato Advercs Events [Category |Observed Date  Insert?
1 Publications || R ] 5” Clear
[ corelative Studies I It T
[0 Phase | End Points MTD I J5a ] B O
-1 Phase | End Points DLT I = o
1| 2| ear
[ Trial Comments =i = ~—--§
(1 Reports - 2| Clear
& p
CTC Application T
[ view Collestion = Bl Cla
[ view Protocal Selection
[ Hep Save
All data elements in boid are mandatory
I P |

Figure 23: The Responses Screen

w

Click the Down Arrow button and select a Response Category
value from the drop down list. Enter the Observed Date.

£ TIPS

Only enter the patient’s earliest observed best response.

Progression should be reported even if it is experienced after a
better response.

The values entered in the Response Category field should not
decline except to the value 'Progression.’

Other Response Category values will not be accepted if
'Progression’ is entered as the initial value.
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When 'Other" is entered as the Response Category value, the
General Response Comments field will be mandatory in the Trial

Comments (see page 32) screen.

Category value from the list.

Click the Clear button if you wish to remove a Response

Click the Save button. The entered responses are displayed.

To remove any Response value from the saved list, click the
Delete checkbox and click the Save button.

7. To enter additional response records, click the New button and

follow steps 2 through 5 above.

For detailed information regarding Response data elements, refer to

pages 35 - 36 in the CDUS Instructions and Guidelines v3.0.

Late Adverse Events

Complete the Late Adverse Event screen when an Adverse Event is
observed after a patient has completed treatment. Follow the
instructions below to enter Late Adverse Events.

Note: Multiple Late Adverse Event records may be entered per patient.
1. Select the Late Adverse Events link from the CDUS menu.

2. Click the New button from the center frame. The Late Adverse
Event screen is displayed (see Figure 24).

TRG0001 (07/31/2002) Late Adverse Events [#] Protocol Murber: TRG-0001
23 Patient (A0232, 05/1963)
[ warnintstiative Data No Records refurmed Late Adverse Events
[ Baseline Abnormalities
1 Prior Therapies Retus
1y ;i .
-0 Treatment € ourses (3, DG23/2002) g Patient ID: 90232
[ Responses Birth Date: 05/136%
=[] Late Adverse Events New
#1 Publicstions Enter values for new Late Adverse Bvens record
[ correlative Studies
7] PhaseEnd Paints MTD -
[) Phase | End Points DLT Category: I
3 Trial comments =
70 Reports [Adverse Events: T
[ cTC Application |
[0 view Collection 5]
- View Frotocol Selection Other Adverse Event [
0 Hep (Specify)
Grade: =
|AE Start Date: T =
Save | Clear
Al data elements in bold are mandatory
B EECEIRnaE, |

Figure 24: The Late Adverse Event Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV by clicking the Up Arrow button.
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B TIP

If you enter 'Other Specify' in the Adverse Event field, you must
provide the specific Adverse Event in the Other Adverse Event
field.

4. Click the Save button.

5. The Category, Adverse Event, and Grade of the Late Adverse
Event record are displayed as a link in the center frame (see Figure

25). If needed, you may click the Category link to access and
update the record.

Late Adverse Events

éAdverse

[
EEvents gGrade

Category

CARDIOVASCTITLAR Hypertension! 2
(SEMERATLY

Record 1 of 1

ReQuery |

INew

2| ]
Figure 25: The Late Adverse Event Record (center frame)

6. To enter additional Late Adverse Event records, click the New
button and follow steps 2 through 4 above.

For detailed information regarding Late Adverse Event data elements,
refer to pages 34 and 35 in the CDUS Instructions and Guidelines
v3.0.
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Protocol Data

Protocol Data Entry

Screens

The CDUS Web application provides five screens to enter protocol-
specific data and organizes them as follows:

Publications
Correlative Studies

« Phase | End Points MTD
« Phase | End Points DLT

Trial Comments

Publications

A publication citation must be provided when data for the study or any
associated correlative study is published. Follow the instructions

below to enter Publications data.

Note: Multiple Publications records may be entered per protocol.
1. Select the Publications link from the CDUS menu.

2. Click the New button from the center frame. The Publications
screen is displayed (see Figure 26).

RIS |

TRG0001 (07/31/2002)

<3 Patient (30232, D5/1959)
[ Administrative Data
[ Baseline Aknormalities

Publications

Mo Records returned

[ Prior Therapies

0 Treatment Courses ReQuery
11 Responses

*[ Late Adverse Events New

1 Publications

[ correlative Studies

[ Phase | End Points MTD
[ Phase 1End Points DLT
[ Tral Comments

21 Reports

[ cTC Application

- view Callection

[ view Protacal Selection

[ Help

[# Protocol Nusher: TRC-0001

Publications
Enter values for new Publications record

Medline ‘,-—-——-—-—-
uiD:

e

Journal: [

‘\/U\ume I
i —
(vaE:rV)

Publisher |

Pages: |

Save | Clear

Alf data elements in bold are mandatory

Figure 26: The Publications Screen
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3. If the publication has an assigned Medline Unique Identifier
(UID), you need only enter the Medline UID field. If no Medline
UID is available, then all other data fields must be entered to
complete the Publications record.

4. Click the Save hutton.

The Medline UID or article Title of the Publications record is
displayed as a link in the center frame (see Figure 27). If needed,
you may click the Medline UID or Title link to access and update
the record.

Puhlications

Medline  Title

AG223534

i
Combination with
Paclitasxel

Records 1102 of 2

Feluery l

RI=17

Figure 27: The Publications Record (center frame)

6. To enter additional Publications records, click the New button and
follow steps 2 through 4 above.

To complete the Publications process, you must enter information in
the Authors screen. Follow the instructions below to complete the
data entry process for this screen.

Authors

All authors associated with the article should be entered for each
Publication record.

Notes: Multiple Author records may be entered per Publication. Up to
five author names may be entered at one time.

Author information is not necessary if the Medline UID was entered.

1. On the CDUS menu, click on the # preceding the Publications
folder to expand and view the subfolder.

2. Select the Authors link from the CDUS menu.
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3.

10.

Click the Medline UID or the article Title link in the center frame
to select the Publication record you wish to add authors to.

Click the New button from the center frame. The Authors data
entry screen is displayed (see Figure 28).

TRG-0001 (07/31/2002) Publications ] Projocol Nurher: TRG-000L

E-g Fatient Authors
2 rutnors Medline  Title
[ Correlative Studies U Medline UID:
[ Phase1End Points MTD | |AG223334 Title: Oxaliplatin in Cotnbination with Paclitasel
[ PhaseEnd Points DLT Cxaliplatin
B Trial Comments % P Last Name First Name Middle Name nsert?
Reports
~[3 cTC Applicatian ;’ihh . I [ e
[ view Callection _ [Padtaxsl | I T Clear
[ view Protocol Selection ‘
- Help Records 1102 of 2 I “ Clear
_Feduey | I 1 [ B
[ [ | Clear
Save

All data elements in bold are mandatory

o s o J — 1 4
Figure 28: The Authors Screen

Enter the Author’s last, first, and middle name(s) in the same order
as they appear in the selected publication.

Click the Clear button if you wish to remove an Author’s name
from the list.

Click the Save button. The Rows inserted successfully message is
displayed.

To view the entered Authors, click on the Medline UID or the
article Title link in the center frame. The Author records are
displayed (see Figure 29).

TRG-0001 (07/31,/2002) Publications [#] Protocol Number: TRG-0001
£ Patient
=23 Publi S Auth
B Autors Medline  Title I uthors
[0 correlative Studies . )
[ PhaselEnd Paints wTD | |AG223334 Medline UID:
[ Phase 1 End Points DLT Title: Oxzaliplatin in Combination with Paclitazel
Ogaliplatin in
[ Trial Comments o
Coml
207 Report —
1 Reports with [T ast Name First Name Middle Name Deleta?
[0 cTc Application Packiael L
[3 view catiection [ [5imen [steve i r
[ view Protocol Selection =
0 Heip Records 1 10 2 of 2 [uinn “E"lﬁbith EA- |
[iner [Paticia [ .
ReQueny !
Records 1103
Save | Clear | Mew| Retusn
Alf data elements in bold are mandatory
{5 | o | -

Figure 29: The Authors Record
To remove any Author name from the saved list, click the Delete
checkbox and click the Save button.

To enter additional Author names, click the New button and repeat
steps 4 through 8 above.

For detailed information regarding Publications data elements, refer to
pages 18 - 19 in the CDUS Instructions and Guidelines v3.0.
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Correlative Studies

Correlative study data must be provided for each correlative study
every quarter when correlative studies are associated with the protocol.
Follow the instructions below to enter correlative study data.

Notes: A separate Correlative Study record is automatically created for
each correlative study associated with the protocol.

Only one Correlative Study record is available per correlative study.

1. Select the Correlative Studies link from the CDUS menu. The
Correlative Studies screen is displayed (see Figure 30).

TRG.0001 07/31/2002) Correlative Studies [ Protocol Mumber: TRG-0001
423 Patient (80232, 05/1968) No rows updated
: [Study [ Correlative Studies
Title
Code |
[P-111 [Pharmacokinetics of [Study Code: P32
[oxaliplatn Title: inhibiton of DIA replicaton after oxaliplatin
|P-112 [Pharmacokinetics of Patients Collected
| [pachitazel Mumber: 0
[P231 [DITA adducts aft Patients Analyzed
[Fraas [ aceucts e Number: 0
a |oxaliplatin
I Samples Collected e
[} Phase | End Paints DLT [P232 |inkubiton of DIA N:ms:ﬁ ollecte: 5
[ Trial commen ts [ lreplicaton after :
{1 Reports | [Samples Analyzed
0 ome X | oxaliplatin |Number: ’E‘—_—-
[3 view Collection Findings =
[ view Protocol Selection Records 1 to 4 of 4
[ Heip =
ReQuery
Save | Clear
Aff data efements in bold are mandatory
B |

Figure 30: The Correlative Studies Screen

2. Click on the Study Code link in the center frame for the
Correlative Study record you wish to access.

3. Complete all of the mandatory (bold text) data fields and the
requested data field, if relevant information is available.

4. Click the Save hutton.

For detailed information regarding Correlative Studies data elements,
refer to page 16 in the CDUS Instructions and Guidelines v3.0.

Phase | End Points MTD and Phase | End Points
DLT

Phase | end points include the recommended Phase 2 dose or
maximum tolerated dose (MTD) and dose limiting toxicity (DLT)
information. This information is mandatory for Phase | studies
assigned to complete CDUS reporting.

The Phase | End Points MTD and DLT are identified by the subgroup
and treatment assignment for which the DLT occurred and the MTD
determined. This data combination creates a unique data key, which
assists CTEP in further understanding the agent’s abilities. The MTD
and DLT information is expected towards the completion of the trial.
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Follow the instructions below to enter Phase | End Points data.

Phase | End Points MTD

Note: Multiple Phase | End Points MTD records may be entered per
protocol.

1. Select the Phase | End Points MTD link from the CDUS menu.

2. Click the New button. The Phase | End Points MTD screen is
displayed (see Figure 31).

TRG0001 {07/31/2002) Phase I End Points MTD 5] Protocol Numiber: TRC-0001
-] Patient
=] Publieations No Records returned Phase I Fnd Points MTD
[ corelative Studies
~[3 Phass | End Paints MTD
E e L ond P LT ERoEh Enter values for new Phase I End Poins MTD record
[3] Tral Comments
{3 Reports e |Subgroup Code: =
[ cTe Appiication " . |
[ View Sollection Treatment Assignment: =1
[ View Protocol Selection
Qe Save | Clear
Al data elements in hold are mandatory
ol i}

Figure 31: The Phase | End Points MTD Screen

3. Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.

4. Click the Save hutton.

The Subgroup Code and Treatment Assignment of the Phase |

End Points MTD record are displayed as a link in the center frame
(see Figure 32). If needed, you may click the Subgroup Code link

to access and update the record.

Phase I End Points MTD

%Subg;roup éTreatment |
Code {Assignment |

5G1  [TAB

Record 1 of 1

FeQuery i

[l

Figure 32: The Phase | End Points MTD Record (center frame)

6. To enter additional Phase | End Points MTD records, click the
New button and follow steps 2 through 4 above.
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Phase | End Points DLT
Note: Multiple Phase | End Points DLT records may be entered per

protocol.

1. Select the Phase | End Points DLT link from the CDUS menu.

2. Click the New button. The Phase | End Points DLT screen is
displayed (see Figure 33).

TRG-0001 {07/31/2002)
] Patient
{3 Publications
O correlative Studies
[ Phase | End Paints MTD
[ Phase | End Paints DLT
[ Trial Camments

Phase 1 End Points DLT

Mo Records returned

ReQuery

Protocol Number: TRG-0001
Phase I End Points DL'T

Enter values for new Phase 1 End Points DLT record

] ] i

£ Reparts 2 Subgroup Code: I 1=
[ cTc Application T
[ View Collection Treatment Assignment: l -]
[ view Protocal Selection Adverse Event: I =l
Help !
Save | Clear

Al data elements in bold are mandatory

Figure 33: The Phase | End Points DLT Screen

Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.

Click the Save button.

The Subgroup Code, Treatment Assignment, and Adverse
Event of the Phase | End Points DLT record are displayed as a link

in the center frame (see Figure 34).
Subgroup Code link to access and u

Phase 1 End Points DLT

Subgroup éTre ?tment Adverse Events
Code Assignment

Modalfjunctional
SG1 ‘T‘A‘D arrhythmial dysthythia |

Record 1 of 1

ReCuery I

Iew

4] |21

If needed, you may click the
pdate the record.

Figure 34: The Phase | End Points DLT Record (center frame)

6. To enter additional Phase | End Poi

nts DLT records, click the New

button and follow steps 2 through 4 above.

CDUS v3.0 Web Application « 7/1/2002

Prepared by CTIS, Inc.

Protocol Data « 31



Trial Comments

The Trial Comments screen is used to provide a general data
summary by subgroup and treatment assignment. This screen is
optional. Follow the instructions below to enter Trial Comments data.

1. Click the Trial Comments link from the CDUS menu.
2. Click the New button. The Trial Comments screen is displayed

TRG0001 (07/31/2002) Trial Comments [#] Protocol Number: TRG-0001
1 Patient
=1 Publications Na Records retumed Trial Comments
[ corelative Stugies
Phase | End Points MTD
E Fhase | End Points OLT ReQuery Enter values for new Trial Comments record
[ Trial comments
1 Reports New |Subgroup Code: I =
- cTC Application -
1 view Callection Treatment Assignment: | =
[ view Pratacol Selection General Respanse B
- Help Camments: ]
/|
General Adverse Events =]
Comments:
|
Sawve | Clear
All data elements in bold are mandatory
i i

Figure 35: The Trial Comments Screen

3. Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.
Complete the requested data fields, if relevant information is
available.

B TIP

When 'Other" is entered as the Response Category value in the
Responses screen (see page 23), the General Response Comments
field will be mandatory in the Trial Comments screen.

4. Click the Save button.

The Subgroup Code and Treatment Assignment of the Trial
Comments record are displayed as a link in the center frame (see
Figure 36). If needed, you may click the Subgroup Code link to
access and update the record.
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Trial Comments

éSubgrnup éTre atment |
Code Assignment |

5G1 TAE

Record 1 of 1

Reluery !

(RI=1T

Figure 36: The Trial Comments Record (center frame)
6. To enter additional Trial Comments records, click the New button
and follow steps 2 through 4 above.

For detailed information regarding Trial Comments data elements,
refer to page 18 in the CDUS Instructions and Guidelines v3.0.
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Submissions and Reports

Patient Details Report

The Patient Details Report provides the current data for each patient
enrolled on the protocol and entered in the Quarterly Clinical Data
Update. Because the report is cumulative, it includes all new patient
records entered for the quarter and any modifications made to existing
patient data. The report does not show original or previous data once
the data is modified. Follow the instructions below to generate the
Patient Details Report.

1. On the CDUS menu, click on the = preceding the Reports folder to
expand and view the subfolders.

2. Select the Patient Details link from the CDUS menu. The Patient
Details Report generation screen is displayed (see Figure 37).

TRG-0001 {07/31/2002)
23 Pafient (90232, 0511 969)
e Data

Patient Details Report

Submission Date 0173172002
(MMDIVTYTY) -
a5
-3 Phas nts
R [RunRepon | cClear |
epons

[ Patient Details
[ cTc Application
[ view Collection
[ view Protocol Selection

3 Hep

B ] 3
Figure 37: The Patient Details Report Generation Screen

3. Enter the date that the Quarterly Clinical Data Update was
submitted in the Submission Date field.

4. Click the Run Report button.

The Patient Details Report is displayed as an Adobe Acrobat
PDF file (see Figure 38).
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Clinical Data Update System
Patient Details Report as of 01/31/2001

Proicol Number:  TRG-0001

Title: A Phase [ Study of Cxaliplaiin in Combination vith Pacliael

RunBy: CDUS User (06/17/2002)

Paient ID: Eliver) Birth Daie: 05/1983

Cender: Female Ethnicity: Mot Hispanic or Latino

Regisiering Croup:
Subgmwup: SG1 — Patients with reffactory solid taras
Disease: Leukoplikia snophagesl
Has the patienthean declared inaligihle?:

Is the paii dy?: ¥ Off Treatment Reason:

Last Treatment Daie :
Number of Prior Chemo theapy Regimens: 2

Off Study Reason & Date:
Baseline Abnarmality Flag:
Races.

Hative Havaiian or Other Pacific Islander

‘Patiens Responses
Ho Patient Responses Repotted

Prior Therapies
Ho Pricx Therspy Reperted

Baseline Abnormalities

Latezory
CARDIOVASCULAR (General)
Treaiment Courses

Course ID

1 D5MBr202
2 01802002

Laie Adverse Fvenis
Ho Late Adverse Events Reparted

Figure 38: The Patient Details Report

Is the patienievalushle £ Response?: Yes

Treating sfitufion
OHOOT CDTS Training

Eniry Daie: 0SZ200

Comiry: UsA
Regiskzing Insiiwion: NCIMET-National Cancer [nstiute
Metsholism Branch

Height (om)

Feiht (Ke) AE Experienced?
1803 835 Hol

The report uses the assigned Patient ID to organize the report data and
displays the patient records in alphanumeric order.

Submitting the Quarterly Clinical Data Update

Once all the data are entered for the Quarterly Clinical Data Update, it
is submitted to the Cancer Therapy Evaluation Program (CTEP).
Follow the instructions below to submit the Quarterly Clinical Data

Update.
1.

Review the data for accuracy.

Update and/or enter new data in all Patient and Protocol screens.

Select the protocol to access the Collections screen.
Check the Submit? checkbox located in the first column of the

table.
4.

Click the Submit Collections button.

The Quarterly Clinical Data Update is now submitted to CTEP. If an
Error Message is displayed, correct the error by following the
instructions provided in the Error or Warning Messages section on

page 5.
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